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only after notice and opportunity for a 
hearing under part 16 of this chapter is 
provided. However, FDA may rescind 
an exemption prior to notice and op-
portunity for a hearing under part 16 of 
this chapter if the continuance of the 
exemption presents a serious risk to 
public health. In that case, FDA will 
provide the manufacturer an oppor-
tunity for a hearing as soon as possible 
after the rescission. 

[76 FR 38974, July 5, 2011] 

Subpart B [Reserved] 

PART 1140—CIGARETTES, SMOKE-
LESS TOBACCO, AND COVERED 
TOBACCO PRODUCTS 

Subpart A—General Provisions 

Sec. 
1140.1 Scope. 
1140.2 Purpose. 
1140.3 Definitions. 

Subpart B—Prohibition of Sale and Distribu-
tion to Persons Younger Than 18 Years 
of Age 

1140.10 General responsibilities of manufac-
turers, distributors, and retailers. 

1140.12 Additional responsibilities of manu-
facturers. 

1140.14 Additional responsibilities of retail-
ers. 

1140.16 Conditions of manufacture, sale, and 
distribution. 

Subpart C [Reserved] 

Subpart D—Labeling and Advertising 

1140.30 Scope of permissible forms of label-
ing and advertising. 

1140.32 Format and content requirements 
for labeling and advertising. 

1140.34 Sale and distribution of nontobacco 
items and services, gifts, and sponsorship 
of events. 

AUTHORITY: 21 U.S.C. 301 et seq., Sec. 102, 
Pub. L. 111–31, 123 Stat. 1776. 

SOURCE: 75 FR 13230, Mar. 19, 2010, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 1140.1 Scope. 
(a) This part sets out the restrictions 

under the Federal Food, Drug, and Cos-
metic Act on the sale, distribution, and 

use of cigarettes, smokeless tobacco, 
and covered tobacco products. Section 
1140.16(d) sets out restrictions on the 
distribution of free samples for ciga-
rettes, smokeless tobacco, and other 
tobacco products (as such term is de-
fined in section 201 of the Federal 
Food, Drug, and Cosmetic Act). 

(b) The failure to comply with any 
applicable provision in this part in the 
sale, distribution, and use of ciga-
rettes, smokeless tobacco, covered to-
bacco products, or other tobacco prod-
ucts renders the product misbranded 
under the Federal Food, Drug, and Cos-
metic Act. 

(c) References in this part to regu-
latory sections of the Code of Federal 
Regulations are to chapter I of title 21, 
unless otherwise noted. 

[81 FR 29102, May 10, 2016] 

§ 1140.2 Purpose. 
The purpose of this part is to estab-

lish restrictions on the sale, distribu-
tion, and use of cigarettes, smokeless 
tobacco, and covered tobacco products 
in order to reduce the number of chil-
dren and adolescents who use these 
products, and to reduce the life-threat-
ening consequences associated with to-
bacco use. 

[81 FR 29102, May 10, 2016] 

§ 1140.3 Definitions. 
For the purposes of this part: 
Accessory means any product that is 

intended or reasonably expected to be 
used with or for the human consump-
tion of a tobacco product; does not con-
tain tobacco and is not made or derived 
from tobacco; and meets either of the 
following: 

(1) Is not intended or reasonably ex-
pected to affect or alter the perform-
ance, composition, constituents, or 
characteristics of a tobacco product; or 

(2) Is intended or reasonably expected 
to affect or maintain the performance, 
composition, constituents, or charac-
teristics of a tobacco product but 

(i) Solely controls moisture and/or 
temperature of a stored product; or 

(ii) Solely provides an external heat 
source to initiate but not maintain 
combustion of a tobacco product. 

Cigarette. (1) Means a product that: 
(i) Is a tobacco product and 
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